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INTERNATIONAL PRELIMINARY 

EXAMINATION REPORT International application Na POTyPK 03/0071 8 

1. Basis of the report 

1 • With regard to the elements of the international application (Replacement sheets which have been furnished to 
the receiving Off tee in response to an invitation under Article 14 are referred to in this report as "originally filed" 
and are not annexed to this report since they do not contain amendments (Rules 70. 16 and 70. 17)): 

Description, Pages 

1 -57 as originally filed 

Claims, Numbers 

1 -23 as originally filed 

2. With regard to the language, all the elements marked above were available or furnished to this Authority in the 
language in which the intemational application was filed, unless otherwise indicated under this item. 

These elements were available or furnished to this Authority in the following language: , which is: 

□ the language of a translation furnished for the purposes of the international search (under Rule 23.1 (b)). 

□ the language of publication of the international application (under Rule 48.3(b)). 

□ the language of a translation furnished for the purposes of intemational preliminary examination (under 
Rule 55.2 and/or 55.3). . . v 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the 
international preliminary examination was carried out on the basis of the sequence listing: 

□ contained in the Intemational application in written form. 

□ filed together with the international application in computer readable form. 

□ furnished subsequently to this Authority in written form. 

□ furnished subsequently to this Authority in computer readable form. 

□ The statement that the subsequently furnished written sequence listing does not go beyond the disclosure 
in the intemational application as filed has been furnished. - 

□ The statement that the information recorded in computer readable fomri is identical to the written sequence 
listing has been fumlshed. h"^«i^« 

4. The amendments have resulted In the cancellation of: 

□ the description, pages: 

□ the claims, Nos.: 

□ the drawings, sheets: 

5. □ This report has been established as if (some of) the amendments had not been made, since they have 

been considered to go beyond the disclosure as filed (Rule 70.2(c)). 

(Any replacement sheet containing such amendments must be referred to under Item 1 and annexed to this 
report.) 

6. Additional observations, if necessary: 
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III. Non-establishment of opinion with regard to novelty, Inventive step and industrial applicability 

^ ■ IJwi^Mo^®*5l! l!;'^?*'!®'' the claimed invention appears to be novel, to involve an inventive step (to be non-. 
obvious), or to be industnally applicable have not been examined in respect of: . • 

□ the entire intematlonal application, 
la claims Nos. 18-21 

tiecause: 

a tt»e said international application, or the said claims Nos. 1 8-21 relate to the following subject matter which 
does not require an international preliminary examination (specify): ^uujeci mauer wnicn 

see separate sheet 

° Spt^rf mflSnU?.'?'"^ °' drawings (indicate particular elements below) or said claims Nos. are so unclear 
that no meaningful opinion could be fonned ^specAy^ "■•wicai 

° Sitild be foiSild '"^ ^ ®° '"adequately supported by the description that no meaningful, opinion 

□ no international search report has been established for the said claims Nos. 

2. A meaningful international preliminary examination cannot be carried out due to the failure of the nucleotide and/ 
rns?mSionl' ^^^^""^ *° "^"^^^^ ""'^ ^odard provided for in-Annex C of the /SrniSstratK^^^^ 

□ the written fomi has not been fumished or does not comply with the Standard. 

□ the computer readable fonn has not been furnished or does not comply with the Standard. 

^' 2^®^!?®** statement under Article 35(2) with regard to novelty, inventive step or industrial applicability- 
citations and explanations supporting such statement , '»"«'««PP"caumiy, 

1. Statement 

Novelty (N) Yes: Claims 1-23 

No: Claims 

Inventive step (IS) Yes: Claims 

No: Claims 1-23 

Industrial applicability (lA) Yes: Claims 1-17,22,23 

No: Claims 18-21 ? 

2. Citations and explanations 
see separate sheet 
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Re Item III 

Non-establishment of opinion with regard to novelty, inventive step and industrial 
applicability 

Claims 1 8-21 relate to subject-matter considered by this Authority to be covered by the 
provisions of Rule 67.1 (iv) PCX. Consequently, no opinion will be formulated with 
respect to the industrial applicability of the subject-matter of these claims (Art 
34(4)(a)(l) PCT). ^ " 

Re Item V 

Reasoned statement with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 

The present application according to claims 1 to 23 concerns vitamin D derivatives of 
general formula (I) which are said to have reduced calcemic effect while retaining a 
suppressive effect on the secretion of the parathyroid honnone (PTH). 
In that context it is noted that the compounds of general formula (I) according to claim 1 
are understood as compounds with X is a bond, a double or a triple bond (see further 
remarks a.). 

D1 : Tetrahedron Lett., 1 1 07-1 1 08. 1 3, 1 977 
D2 : WO 95/02577 
D3 : WO 91/00855 

novelty 

The subject-matter according to claims 1 to 23 is novel (Art. 33(2) PCT). 

None of the documents of the available prior art discloses vitamin D derivatives which 
are embraced by the general formula (I) as claimed. Thus, novelty of the subject-matter 
claimed is given. 

inventive step 

The subject-matter according to claims 1 to 23 seems not to be based on an Inventive 
step (Art. 33(3) PCT). 

Structurally close vitamin D derivatives with a conjugated diene/triene moiety in the side 
Cham are already known from eg D2 and D3 (see the present page 2). These vitamin D 
denvatives are said to be suitable for treating diseases characterised by abnormal cell 
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differentiation and/or cell proliferation, cancer, acne etc and because of their low 
calcernic effects particularly useful for treating hyperparathyroidism, in particular 
secondary hyperparathyroidism associated with renal failure, osteoporosis and for 
inducing osteogenesis (see D2, page 6. line 30 to page 7. line 19 and D3, paqe 6 in 
particular lines 9-11). The present structurally closely related vitamin D derivatives of • 
general formula (I) bearing a conjugated diene/triene side chain are also useful for 
treating the above diseases (cf claims 1 8 to 20, tables A and B). 

w of f of ^ ^""^ ^ ^^^^ P*"®^^"* P^9^ 1 ^ *he letter of the appicant 

dated 29.9.2004) have been obtained with reference to calcitriol which does not 
represent the closest stmctural approximation which would be a comparison between 
the compounds known from D2 and D3 and the present ones. Thus, in the absence of 
the required data which show superior efficacy of the compounds claimed, ie reduced 
calcernic effects, it is not possible to attribute any unexpected effect to the compounds 
claimed and an inventive step cannot be assesssed. 

industrial applicability 

For the assessment of the present claims 1 8-21 on the question whether they are 
industnally applicable, no unified criteria exist in the PCT Contracting States The 
patentability can also be dependent upon the fomiulation of the claims The *EPO for 
example, does not recognize as industrially applicable the subject-matter of claims to 
the use of a compound in medical treatment, but may allow, however, claims to a 
known compound for first use in medical treatment and the use of such a compound for • 
the manufacture of a medicament for a new medical treatment 

further remarks 

a In general fomiula (I) according to claim 1 , the definition of X representing (E Z)- 
ethylene is apparently spurious and is considered to be an "ethenylene" in order'to 
define X as the -CH=CH- bridge. 

b. The temi "prodrug" in claim 1. is a functional temi. ie an expression attempting to 
define the subject-matter in temis of a desired property instead of indicating precisely 
the technical features which is In contrast to Art. 5 and 6 PCT. 
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